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Food and Drug Administration, HHS § 312.145

submit a request under the Freedom of
Information Act.

[52 FR 8831, Mar. 19, 1987. Redesignated at 53
FR 41523, Oct. 21, 1988, as amended at 61 FR
51530, Oct. 2, 1996; 64 FR 401, Jan. 5, 1999]

EFFECTIVE DATE NOTE: At 64 FR 401, Jan.
5, 1999, § 312.130 was amended by removing
‘‘or antibiotic drug’’ from paragraph (b), ef-
fective May 20, 1999.

§ 312.140 Address for correspondence.

(a) Except as provided in paragraph
(b) of this section, a sponsor shall send
an initial IND submission to the Cen-
tral Document Room, Center for Drug
Evaluation and Research, Food and
Drug Administration, Park Bldg., Rm.
214, 12420 Parklawn Dr., Rockville, MD
20852. On receiving the IND, FDA will
inform the sponsor which one of the di-
visions in the Center for Drug Evalua-
tion and Research or the Center for
Biologics Evaluation and Research is
responsible for the IND. Amendments,
reports, and other correspondence re-
lating to matters covered by the IND
should be directed to the appropriate
division. The outside wrapper of each
submission shall state what is con-
tained in the submission, for example,
‘‘IND Application’’, ‘‘Protocol Amend-
ment’’, etc.

(b) Applications for the products list-
ed below should be submitted to the Di-
vision of Biological Investigational
New Drugs (HFB-230), Center for Bio-
logics Evaluation and Research, Food
and Drug Administration, 8800 Rock-
ville Pike, Bethesda, MD 20892. (1)
Products subject to the licensing provi-
sions of the Public Health Service Act
of July 1, 1944 (58 Stat. 682, as amended
(42 U.S.C. 201 et seq.)) or subject to part
600; (2) ingredients packaged together
with containers intended for the collec-
tion, processing, or storage of blood or
blood components; (3) urokinase prod-
ucts; (4) plasma volume expanders and
hydroxyethyl starch for leukapheresis;
and (5) coupled antibodies, i.e., prod-
ucts that consist of an antibody com-
ponent coupled with a drug or radio-
nuclide component in which both com-
ponents provide a pharmacological ef-
fect but the biological component de-
termines the site of action.

(c) All correspondence relating to bi-
ological products for human use which
are also radioactive drugs shall be sub-
mitted to the Division of Oncology and
Radiopharmaceutical Drug Products
(HFD–150), Center for Drug Evaluation
and Research, Food and Drug Adminis-
tration, 5600 Fishers Lane, Rockville,
MD 20857, except that applications for
coupled antibodies shall be submitted
in accordance with paragraph (b) of
this section.

(d) All correspondence relating to ex-
port of an investigational drug under
§ 312.110(b)(2) shall be submitted to the
International Affairs Staff (HFY–50),
Office of Health Affairs, Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857.

(Collection of information requirements ap-
proved by the Office of Management and
Budget under control number 0910–0014)

[52 FR 8831, Mar. 19, 1987, as amended at 52
FR 23031, June 17, 1987; 55 FR 11580, Mar. 29,
1990]

§ 312.145 Guidelines.

(a) FDA has made available guide-
lines under § 10.90(b) to help persons to
comply with certain requirements of
this part.

(b) The Center for Drug Evaluation
and Research and the Center for Bio-
logics Evaluation and Research main-
tain lists of guidelines that apply to
the Centers’ regulations. The lists
state how a person can obtain a copy of
each guideline. A request for a copy of
the lists should be directed to the
CDER Executive Secretariat Staff
(HFD–8), Center for Drug Evaluation
and Research, Food and Drug Adminis-
tration, 5600 Fishers Lane, Rockville,
MD 20857, for drug products, and the
Congressional, Consumer, and Inter-
national Affairs Staff (HFB–142), Cen-
ter for Biologics Evaluation and Re-
search, Food and Drug Administration,
8800 Rockville Pike, Bethesda, MD
20892, for biological products.

[52 FR 8831, Mar. 19, 1987, as amended at 55
FR 11580, Mar. 29, 1990; 56 FR 3776, Jan. 31,
1991; 57 FR 10814, Mar. 31, 1992]

VerDate 06<MAY>99 13:58 Jun 02, 1999 Jkt 183066 PO 00000 Frm 00091 Fmt 8010 Sfmt 8010 Y:\SGML\183066T.XXX pfrm07 PsN: 183066T


		Superintendent of Documents
	2015-01-15T10:15:31-0500
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




